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OGC Has Reviewed 10 ocT 1075
CRC, 10/14/2003
MEMORANDUM FOR:
Utrtice of Legislative Counsel
SUBJECT : Proposed Senate Bill by Senator Kennedy
on the Protection of Human Subjects
REFERENCE ! OLC 75~2460

1. The following comments which represent the views
of the Office of Medical Services are forwarded for your
consideration in the hope that they will provide constructive
suggestions. At the outset I wish to enphasize that I
applaud the general intent of Senator Kennedy's proposed
Bill. Specifically, Sections 482 snd 483 are matters of
deep concern not only to health professionals but to the
public in general, The legal, ethical and professional
aspects of human experimentation are currently ranked
among the most pressing problems in our society and is
being addressed by a number of the most prestigious organi-
zatlions and individuals concerned with these problens. The
Offlce of Medical Services would certainly welcome and
conmply with established guidelines to the extent that they
can be defined in a meaningful way.

2. Whether a Presidential Commission can add further
focus snd attention on the problenm is hard to Judge., 1If
the sole purpose of the Bill is to assure compliance by
the Central Intelligence Agency then it would sppear to
me that there is probably a simpler way to achieve that
goal through existing Executive or Congressional direction.

3. If it is deemed advisable to establish a Presidential
Commission then I would like to raise certain questions about
the Bi11l as follows:

&, It strikes me that it might be inappropriate to
include the Director of Central Intelligence as a
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SUBJECT: Proposed Senate Bill by Senator Kennedy on the
Protection of Human Subjects

member of the Commission as it would prohably lead to
charges that the Agency is invelving itself in donmestic
matters. This must be weighed against the advantages
of having the Agency's views represented directly on
the Commission.

b. I have doubts as to whether a Commission of
this size meeting periodically would be able to address
in any detail all of the various aspects of human experi-
mentation in depth unless it had a very substantial full-
time staff, It has been our experience that policing
the compliance of contractors, be they government or
private, can be done quite effectively by our own staff
given the appropriate guidelines.

c. Section 481 (2)(g) deals with the question of
providing National Security Information to the full
Commission and in some cases disclosure. This ares
should be ecxamined most carefully since our experience
resulting from the Katzenbach Report showed that some
institutions were unwilling to undertake well-controlled
and unclassified research if their institution would be
openly ldentified with the Central Intelligence Agency.
It is likely that outstanding research institutions
would be even more reluctunt to provide consultation
and support in today's climate with the net effect that
CIA will find it increasingly difficult to engage the
services of organizations committed to the standards
intended by Senator Kennedy.

4. I note that the proposed Bill recommends that the
Cormission investigate the use of psychosurgery but excludes
electric shock treatment and other forms of brain surgery.

I suspect that I share the same concerns about psychosurgery
but question whether the Bill should proscribe a specific
area of investigation and exclude other forms of therapy
which are currently under review by health professionals.

5. I am unable to comment on whether g Presidential
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SUBJECT: Proposed Senate Bill by Senator Xennedy on the
Protection of Human Subjects

Commission would provide henefits and direction beyond
those already incorporated under the National Research
gct 2¥t assume that this will be spelled out in some
etail.

D STATINTL

M.D.
Deputy Director of Medical Services
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IN THE SENATE OF THYE UNITED STATES

Mr.

introduced the following bill; which was read twice and referred to the Committee on _ .

A BILL

To amsnd the Public Health Service Act to establish the President's
Commission for the protection of human subjects involved in bio-
medilcal and behavioral res=arch,and for other purposes.

(Inzext title of bill hers)

Be it enacted by the Senate and House of Representatives of the United States of

America in Congress assembled, That this Act may be cited as tha
- Upresident's Commission for the Protection of Human Subjechts of
Biomedical and Behavioral Research Act of 1975",
AVENDMENT TO TIE PUBLIC I—HEA_,L‘I‘H SERVICE . ACT

Sec. 2. Title IV of the Public Health Service Act i1s amended

by inserting the following new part at the end thereol:
"PART J -~PROTECTION OF HUMANI SUBJECTS
"Establishment of Commission

"Sec. U481, (a) There is established & Commission to he known as

the Presidentt!s Commission for the Protection of Human Subjects of

Bilonedical and Behavioral Researchu (hereinafter in this title reforrad

TAAL L 9

//}MAA/V,U/ ;

to a5 the "Commisssr}_on.”) . The Commission shall be composcd of -

i
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" (1) four members of the Senate appointed by the
President of the Senate; and )

"(2) four members of the House of Representatives
appointed by the Speaker of the House of Representatives;
and

1'(3) the Secretary of the Department ofvﬂﬁalth,
Education and Welfare, the Secrctary of Defchse, the
Director of the Central Intelligence Agency, and the :
Administrator of the Veteran's Admiunistration; and

4y eléven members appointed by the President of
the United States with the advice and consent of the Senate.

VThe President shall select members of the Commission under
paragraph (4) from individuals distinguished in the fields of
medicine, law, ethics, theology, the blological, physical,
bohav1ora1 and social sciences, philosophy, humanifics,'health.
administration, government, and public affairs; but five (and not
more than five) of the members of thé Commissioﬁ Shall be indivi-
duals who are or who have been engaged in biomedical or behaviorél

research 1nvolv1n9 hunman subjcctq Until such time as th

‘P1651dcnt acts to appoLnt memburs of th“ National Cnmmi sion for

thc PIOLCCtJOR of Human SUbJPCfS of Biomedical and Behavioral
hese41ch are dcemed members of the Comm3531on as of the date of y
enactment of this Act.

"(b)  The term of office of each member of the Board
shall be four years; except that (1) any member appointed to £ill
& vacauncy otcurring prior to the expiration of the term for which
his predecessor was appointed shall be appointed for the renainder
of such term; (2) the terms of office of memburs first taking
office shall begin on the date of appointment and shall expire, as

designazed at the time of their appointment, four at the end of oune

.year, four at the end of two years, and three at the eand of four

years; and (3) a member whosc term has expired may serve uatilt his

successor has qualified.
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”(C]QESE Trhe President shzll dcsignéte one of the membors
of the Comﬂwggion as Chairman, and one as Vicé Chairman. Seven
members of the Commission shall constitute a quorum, but a lesser
number may conduct hearings.
"(d) Members of the Commission who are Members

of Congress or full-time officers or employees of the United States
shall serve without additional compensation but shall be reimbursed
for travel, subsistence, and other necessary expenses incurred in
the performance of the duties vested in the Commission. Members :
of the Commission {rom private 1ife shall receive $100 per diem
while engaged in the actual performance of the duties vested in
the Commission, plus vreimbursement for travel subsistence and
other necessary expenses incurred in the performanue of such duties.

"(e}) The Commission shall meet at the call of the Chalrwan
or at the call of a majority of the members thereof.

"(")(l) The Commission shall hqve the power to .appoint
1nd fix the compensation of such personnel as 1L dcoms adVlSHb]v,‘
without regard to the provisions of title 5, United States Codc,
governiné appointments in the competitive service, and the provi-

sions of chapter 51 and subchapter TII of chapter 53 of such title,

relating to classification and General Schedule pay rates.

"(2) The Commission may procure, in accordance with the
provisions -of section 3109 of title 5, United States Code, the
tcmporary or intermittent services of eprrts or consultants.
Persons so employed shall receive componsatlon at a rate to be
fixed by the Commission, but not in excess of $100 per diom,
including traveltime. .while away from his home or regular place
of business in the performance of scrvices for the Commission,
any such person may be allowed travel expenses, including por
diem in lieu of subsistence, as authorized by section 57035(b) of
title 5, United States Code, for persons in the Government secrvice

enployed intermittently.
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"(g) Tre Commission may securc dirvectly from any

d States information neccessary

P
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department or a;

of-the Unit:
to enable it to carry out its duties. Upon request of the
Chairman of ths Commissilon, each and every agency or department
of the United States shall furnish all information rcquested by
the Commission which is necessary to cnable it to carry out its
duties. If any information so requested has been deemed to be X

classificed for any purpose (including national security) by such

agency or department, such information shall be furnished to the

ST S
A4

Special Classified Information Committee of the Commission
(hereinaflter in this section referred to as the "Special Committee"
which shall be composed of those members of the Commission who are |
appointed under paragraphs (1)3 (2), and (3) of section 481 (&), Bight
members of the Special Committee shall constitute a quorum, but

a lesser number may conduct hearings. By a majority decision of
the Special Committee, such information shall be disclosed without
Vregard to the sensitivity of such information to the full Commis
sion upon a finding by thu Special Committee that Therﬁ is or w111%

be an advorse impact upon the protection of buman subjects of resarch,
" Commission Dutiles

"Sec. HSE;(a) The Commission shall carry out the féllowing:

(1) (A The'Commission shall (1) conduct a comprehensive
investigation and study to identify the basic ethical principles
which shouid underlie the condﬁct of biomcdicnl and behavioral
rescarch involving human subjects, (ii) devoloﬁ guidelines which
should be followed in such research to assure that it is conducted
in accordanée with such principles, and (iii) wake recommenda-
tions to the appropriate agency or department for such administra-
tive action as may be appropriatce to apply such guideiin3s to
biomedical and behavioral rescarch conducted or supported under
programs adﬁinistorcd,by the appropriate agency or department, and
(I1) concerning any other matfcr pertaining to the protection o

: |
human subjects of biomedical and behavioral) rescarch,
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WB) In garryviacg out

i

consider at least thz2 following:

"(i) The bLoundariecs between biomedical or
~behavioral rescavch involving human subjects and the.
-accepted and routine practice of medicine,

"(ii) The role of assessment of risk-benefit
criteria in the determination of the appropriatcness of
research involving human subjects.

iii) AApperriatc guideliﬁcs for the selection
of human subjects for partici?ation in biomedical and
behavioral research. -~

'Tiv) The nature and definition of informed
consent in vﬁrious research scttings.' -

"(v) Mechanisms for evaluating and monitoring the
performance of Institutional Review Boards established
in accordance with section 474 off this Act and appro-
priate enforcement mechanisms for carrying out their

decisions. _
"(C) The Commission shall consider the appropriateness of

applying the principles and guidelines identified and developed
under Subparagraph (A) to the delivery of health services to
patients under programg conducted or supported by the Secretary
of HEW and shall review und suggest the ethical, social and legal
implications of all biomedical and behavioral resecarch on human
subjects conducfed by and through anf ¥ederal agency (including
contractors) for which any fedcral funds are to be appropriated.
P ®(2) The Commission shall identify the requirecments for
Ainformed consent to participation in biomedical and behavioral

//// research by children, prisoners, military personncl, and the

institutionalized mentally inforw. The Commission shall investi-
gate and study biomedical and behavioral research conducted or
supported under programs administered by the Sccrctary.nnd
involving children, prisouncrs, military pgrsbnncl, and the

) . 1
institutionalized mentally infirn to cT(:tc;ffr:v; inc the nature of the

i
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consent obta “Tonosuch perzins or thelr legal representatives

before such pzrscens invelved in such rescarch; the adequacy
of the informeticon given them respecting the nature and purpose
of the rescarch, procedures to be used, risks and discomforts,
anticipated benefits from the research, and other matters nccessary
for informed consent; and the competence and the freedom of the
persons to make a choice for or against involvement in such
rescarch. On the basis of such investigation and study, the
Comnission shall makeAsuch‘recommendations to any department or
agency of the United States as it determines appropriate to
assure that biomedical and behavioral rescarch conducted by or
sﬁpportcd under the appropriate department or agency of the United
States meets the requirements respecting informed consent identi-
fied by the Commission. For purposes of this paragraph, the torm
'children' means individuals who have not attained the legal age
of consent to participate in research as determined under the
appliéable-law‘ of the jurisdictioﬁ in which the research is to
be conducted; the term 'prisoner’ means individuals involuntarily
confined in correctional instifutions or facilities (as &efined .
in section 601 of the Omhibu# Crime Control and Safc Streets Act
of 1968 43 U.S.C: 3781)); and the term tinstitutionalized
mentally infirm' includes individuals who are mcntally il1,
mentally retarded, emotionally disturbed, psychotic, or senile,
or who have other impairments of a similar nature and who reside
as patients in an institution; the term 'military personncl!
méansvindividuals who are active énd inactive menbers of the U.S.
Armed Forces, veterans of the U.S8. Armed TForces, and employees and
agents of the Ccntrélblntclligonco Agency. .

- "(3) The Commission shall conduct an investigation and
study of the use of psychosurgery in the United States during the
five-year poriod.cnding December 31, 19772, The Conmission shall
determine the appropriutcncﬁs of its use, evaluate thoe need for
it, and recommend to the'50crctary pollcio# defining the circun-

. - . . I . .
stances (if any) under which its use may be appropriate.  Tov
. '

¢

i
i
1
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purposes of

surgery on (1} normal brain tissue of an individual who does not j
]
i
suffer from any physical disease for the purpose of chauging J
or controliling the behavior or emotions of such individual , or ?/

parvagrvaph, the term "psychosurgery' means brain

(2) diseascd brain tissue of an indivi dual, if the sole object of

the performance of such surgery is to control, changc, or

éffoct

any behavioral or emotional disturbance of such individual.

term does not include brain surgery designed to cure or ameliorate

the effects of epilepsy and electric shock treatments,

"Special Study

"Sec. 483 The Commission shall undertake a comprehen

Je

study of the ethical, social, and legal implications of advances

in bjomcdaca} and behavioral rcqearch and technology.

study shall 1ng1udc

Such

“(1)- an analysis and evaluation of scientific and

technological advances in past, present, and projected biomedical

and behavioral research and services;

"(2Y an analysis and evaluation of the implications
. it

of such advances, both for individuals and for socicty;

Such

“(3) an analysis and evaluation of laws and moral and

cthical principles governing the use of technology in NGdJLuL

practice;

of and attitudes toward such implications and laws and principles;

and

"(5) an analysis and evaluation of implications
public policy of such findings as are made by the Commission with

respect to advaunces in biomedical and behavioral rescarch

technology and public attitudes toward such alvances.

for
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"(4) an analysis and evaluation of public understanding

Y

<




moa B
Adinds

Approved For W#flease 2003/12/16 : CIA-RDP78-04163%8b0100100006-4

ey

o™

trative DProvisions

"Sec, 4BL, (2). The Comission may for the purpose of carvying
out its duties hold such hearings, sit and act at such times and
places, take such testimony, and receive such evidence as the
Commisslon desms advisable,

"(b) Within sixty days of thes recelipt of any recomrmudation
made by the Comaission under section 482, the appropriate

",

or agency of the Unlted S
and provide o
and arg with

guments

view JL))

priate department or

whether the administrative action proposed by

appropriate to assure the
and behavioral research
tered by it;
appropriate, publish in

with an adequate

the appropriate departmen
o £

that

undertaken by 1it, it shal

is feasible,

"Sec, 485. The Comui

design of e rchanisns

"Sec, 486, 'The functions, powers, and duties of the Nabtional Com-
mission for the Protection of Human Subjects of Biomedical and Behoviora
Research (08 Stat. 313-351) shall be transferred to the Commission,®

(a) Part A

(b) Sections 211 @nd

opprortunity for interested pexr

and (2) if i

statemen

administrative action recom

to be

tates shall publish it in the Pederal

50Nns

~

respect o such recommendation.

protection of human subjects of

t determines that such action

mmended by the Commission

1 undertake such action

”Authority to Contract

lsslon may contract for the study and

lrceluded In such recomendations.

"rransfer of Functions

M. [(.' C .1 JA ‘\( OU

of title TT of the Mokicnal

of the National {c search Act

213
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SUBJECT: (Optional) ‘ -
FROM: EXTENSION { O, o )
, OLC 75-2460
- Office of Legislative Counsel DaTE o o STA
6C19 Hq., 2 _October 1975 ]
TO: cer dasignation, room number, o
buildin(go)Fﬁ dosignat bor, and DATE OFFICER'S COMMENTS (Numbq soch comment to show frem whom
RECEIVED | FORWARDED INIYIALS to whom. Draw o line ocross column after each comment.)
1. h ) |
D/OMS 695 ¢ ., | Senator Kennedy's Subcommittee on
1D4061 Hq. I ﬁ;]/ Health has proposed the attached
2. VT legislation which would establish
N 2 a President's Commission for the
1) ] )/ 0 protection of Iuman Subjects of
3, R , Biomedical and Behavioral Rescarch.
P The Commission would have juris-
b diction over employees and agents
4. 1 of the CIA and its contractors.
We would appreciate your comments
5. 1 soonest.
\ STA[INTL
6.
7. ASSTSTANT LEgISIative LTy’nseJ
8.
9.
10.
1. ]
cc: EA/DDSET, D/ORD, D/OTS, D/SI
OGC, D/Os.
12,
13. )
14,
15. o
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